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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, tiowever, may a reply be timely filed 
after SIX (6) MONTHS from the mailing dale of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply v^ithin the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) 13 Responsive to communication(s) filed on 12 April 2004 . 

2a)[E This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Exparfe Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 44-46 and 49-51 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 44-46 and 49-51 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be lield in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II) n The oath or declaration is objected to by the Examiner. Note the attached Office Action orfornn PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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4) □ Interview Summary (PTO-413) 
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5) O Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 



U.S. Patent and Trademark Office 

PTOL-326 (Rev. 1-04) 



Office Action Summary 



Part of Paper No./Mail Date 20040624 



Application/Control Number; 09/905,449 Page 2 

Art Unit: 1648 

DETAILED ACTION 
Claim Rejections - 35 USC § 102 

Claims 44-46 and 49-51 remain rejected under 35 U.S.C. 102(e) as being 
anticipated by Lai et a! 5,942,606. 

The sole issue remaining in this application is whether or not Lai et al is available 
as prior art, and this issue turns upon whether or not the invention as claimed is enabled 
by the disclosure in provisional application 60/062,816, filed prior to Lai. The examiner 
has denied benefit on the grounds that 60/062,816 does not meet the how-to-use 
requirement of 35 USC 112, first paragraph, because prior to the disclosure of VEGF- 
inhibitory activity none of the asserted uses could be practiced without undue 
experimentation. 

Applicant maintains that, in the provisional application, the disclosure of structural 
similarity between the claimed polypeptide and the CAR virus receptor was sufficient to 
teach one skilled in the art how to use the claimed polypeptide as a novel cell surface 
virus receptor. The examiner has cited art as evidence that similarity in structure does 
not equate to similarity in function for a virus receptor. The examiner also pointed out in 
the office action mailed 10/2/2002 that there was no information regarding what viruses, 
if any, use the claimed polypeptide as a receptor. Applicant points to the similarity in 
disclosure between the provisional application and the Lai specification, and argues (1) 
if the Lai disclosure is presumptively enabling then the provisional disclosure should 
also be considered enabled, and (2) if the provisional disclosure is not enabling then 
neither is the Lai disclosure, and enablement is required for anticipation. 
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Regarding argument (1), each application is treated on its own merits. In this 
application, the examiner has provided reasons to reach a prima facie conclusion that, 
in the provisional application, the disclosure did not meet the how-to-use requirement of 
35 use 112, first paragraph, and applicant has not provided convincing arguments or 
evidence to overcome that prima facie conclusion. 

Regarding argument (2), Elan Pharmaceuticals Inc. v. Mayo Foundation for 
Medical Education and Research , 68 USPQ2d 1373, 1376 (CA FC 2003) does quote 
Bristol-Myers Squibb v. Ben Venue Laboratories, Inc., 246 F.3d 1368, 1374, 58 
USPQ2d 1508, 1512 (Fed. Cir. 2001), stating "To anticipate the reference must also 
enable one of skill in the art to make and use the claimed invention." However, this 
passage in Bristol-Mevers appears only in the context of a citation to In re Donohue , 
766 F.2d 531, 533, 226 USPQ 619, 621 (Fed. Cir 1985); Donohue in turn deals 
exclusively with issues of making the asserted prior art compound. Elan itself also deals 
with issues whether the asserted prior art teaches how to make the product in question. 
The cited page of Amgen, Inc. v. Hoechst Marion RousseL Inc. 65 USPQ2d 1385, 1416 
(Fed Cir 2003) states: "Long ago our predecessor court recognized that a non-enabled 
disclosure cannot be anticipatory (because it is not truly prior art) if that disclosure fails 
to 'enable one of skill in the art to reduce the disclosed invention to practice.' [citations 
omitted]." Therefore, the statement that an anticipating reference must teach how to 
"use the claimed invention" appears to be dicta, not a reversal of In re Schoenwald (22 
USPQ2d 1671. Fed Cir 1992). 
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To quote Robert L. Harmon in the reference book Patents and the Federal 
Circuit , Fifth Edition, (BNA Books, Washington DC, 2001, page 85): "If compositions are 
known, for any use or no use, they are not patentable as compositions, by force of 
§1 02... It is beyond argument that no utility need be disclosed for a reference to be 
anticipatory of a claim to an old compound." Lai teaches how to make the protein that 
applicants are claiming, and Lai conveys possession of the protein by disclosing its full 
structure. Therefore, the disclosure in Lai is sufficient for anticipation, regardless of what 
Lai may teach or fail to teach about how to use the protein. 

Applicant's arguments are unconvincing, and the rejection is maintained. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary E. Mosher, Ph.D. whose telephone number is 571- 
272-0906. The examiner can normally be reached on M-T and alternate F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James House! can be reached on 571-272-0902. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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